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Art Unit: 1644 

DETAILED ACTION 

I. The following is noted. 

For restriction purpose, the "use" claim 29 is prosecuted as "methods of use" 



II. Claims 1-29 are pending. 

Election/Restrictions 

III. Restriction to one of the following inventions is required under 35 U.S.C. 121 and 372: 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1 : 

1 . Claims 1-28, drawn to a pharmaceutical composition comprising a first and a 
second antibody molecule, or a portion thereof, having the capability to bind to 
different epitopes located on the same or different ErbB receptor molecule types, 
wherein said first antibody molecule or a portion thereof, comprises binding sites 
that bind to a first specific epitope on the ErbB 1 receptor molecule type, and said 
second antibody molecule comprises binding sites that bind to a second specific 
epitope on the same ErbB 1 receptor molecule type, a kit comprising said first 
and second antibody molecules. 



2. Claim 29, drawn to a method of using a pharmaceutical composition or a 

pharmaceutical kit comprising a first and a second antibody molecule, or a 
portion thereof, having the capability to bind to different epitopes located on 
same ErbB receptor molecule types, wherein said first antibody molecule or a 
portion thereof, comprises binding sites that bind to a first specific epitope on the 
ErbB 1 receptor molecule type, and said second antibody molecule comprises 
binding sites that bind to a second specific epitope on the same ErbB 1 receptor 
molecule type for manufacture of a medicament to treat tumors or tumor related 
diseases. 
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The inventions listed as Groups 1-2 do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: 

The WO 94/00136 publication (of record, January 1994; PTO 1449) teaches a 
composition comprising a combination of a first and second anti-erbB-2 such as monoclonal, 
chimeric, bispecific and/or single chain antibodies or binding fragment thereof that bind to 
different epitopes located on the same ErbB2 receptor (see claims 1-3 of the WO 94/00136 
publication, page 6, DETAILED DESCRIPTION OF THE INVENTION, page 8, lines 1-24, in 
particular). The reference antibodies bind to the extracellular domain of the natural ligand 
binding domain (see page 12, lines 6-7, in particular) and inhibit tyrosine phosphorylation 
signaling (see page 10, second full paragraph, in particular). The WO 94/00136 publication 
teaches that a combination of anti-receptor antibodies leads to different and more potent anti- 
tumor activities than single antibody (see page 10, last paragraph, in particular). 

The invention in claim 1 differs from the teachings of the reference only in that the 
pharmaceutical composition wherein the first and second antibodies bind to different epitopes 
located on the same ErbBl receptor instead of ErbB2 receptor. 

The US Pat No 5,705,157 (issued Jan 6, 1998; PTO 892) teaches various monoclonal 
antibodies specific for the extracellular domains of EGFR (ErbBl) such as Mab 425 and antibody 
to ErbB2 such as 7.16.4 for treating tumor (see entire document, col. 4, lines 64-67 bridging col. 
5, lines 1-7, Abstract, in particular). The ' 157 patent teaches a combination of antibodies work 
synergistically to suppress tumor growth (see col. 3, lines 10-15, in particular). 

The US Pat 4,943,533 (issued July 1990; PTO 8792) teaches various monoclonal 
antibodies such as Mab455 and Mab 225 that bind to the different epitope on the same epidermal 
growth factor receptor (ErbBl) where one antibody competes with the ligand for binding to the 
receptor and the other antibody binds to the receptor but does not compete with the ligand (see 
entire document, col. 3, line 46-53, col. 8 through 10, in particular). The reference antibody 225 
inhibits the growth of A-431 tumor cells in the absence of ligand (see col. 8, lines 15, in 
particular). 

Therefore, it would have been obvious to one of ordinary skill in the art with the 
expectation of success in substituting the anti-erbB-2 antibodies in the pharmaceutical 
composition for treating tumor as taught by the WO 94/00136 publication for the Mab 425 
antibody that binds to ErbBl as taught by the 6 1 57 patent and the Mab 225 antibody that binds to 
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ErbBl as taught by the '533 patent for use as a medicament for treating tumor. From the 
combined teachings of the references, it is apparent that one of ordinary skill in the art would 
have had a reasonable expectation of success in producing the claimed invention. 

One having ordinary skill in the art would have been motivated to do this because the 
WO 94/00136 publication teaches a combination of anti-receptor antibodies can lead to different 
and more potent anti-tumor activities than single antibodies (see page 10, last paragraph, in 
particular). The c 157 patent teaches that Mab 425 antibody that binds to ErbBl is useful for 
treating tumor and a combination of antibodies work synergistically to suppress tumor growth 
(see entire document, col. 4, lines 64-67 bridging col. 5, lines 1-7, Abstract, see col. 3, lines 10- 
15, in particular). The '533 patent teaches that monoclonal antibody 225 that binds to EGRF1 
(ErbBl) inhibits the growth of A-431 tumor cells in the absence of ligand (see col. 8, lines 15, in 
particular). 

Since Applicant's inventions do not contribute a special technical feature when viewed 
over the prior art they do not have single general inventive concept and lack unity of invention. 

IV. Accordingly, Groups 1-2 are not so linked as to form a single general inventive concept and 
restriction is proper. 

V. Applicant is advised that the response to this requirement to be complete must include an election 
of the invention to be examined even though the requirement be traversed. 

VI. The examiner has required restriction between product and process claims. Where applicant 
elects claims directed to the product, and a product claims are subsequently found allowable, 
withdrawn process claims that depend from or otherwise include all the limitations of the 
allowable product claim will be considered for rejoinder. All claims directed a nonelected 
process invention must require all the limitations of an allowable product claim for that process 
invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 
103, and 1 12. Until all claims to the elected product claim are found allowable, an otherwise 
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proper restriction requirement between product claims and process claims may be maintained. 
Withdrawn process claims that are not commensurate in scope with an allowed product claim will 
not be rejoined. See MPEP § 821 .04(b). Additionally, in order to retain the right to rejoinder in 
accordance with the above policy, applicant is advised that the process claims should be amended 
during prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double patenting 
rejections of 35 U.S.C. 121 does not apply where the restriction requirement is withdrawn by the 
examiner before the patent issues. See MPEP § 804.01 . 

VII. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Phuong Huynh "NEON" whose telephone number is (571) 272-0846. The 
examiner can normally be reached Monday through Friday from 9:00 am to 5:30 p.m. A message 
may be left on the examiner's voice mail service. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Christina Chan can be reached on (571) 272-0841. 
The IFW official Fax number is (571) 273-8300. 

VIIL Any information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Phuong N. Huynh, Ph.D. 




Patent Examiner 



Technology Center 1600 
February 20, 2007 



